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- SPECIALTIES

INCORNRPORATED

August 27, 1993

i »)
Document Processing Center (TS-790) ”«WW’ " mm” " m ’ -
Office of Pollution Prevention & Toxics GEHQ-93-12242 =
U.S. Environmental Protection Agency INIT 88731793 j
401 M Street SW -
Washington D.C. 20460 mmm(’lm -
Attn:  TSCA 8(e) Coordinator v

889380804426 o4

Dear Sir or Madam:

OSi Specialties Incorporated (OSi) herewith submits the following information pursuant to TSCA
Section 8(e), concerning preliminary unaudited information from a 14-day dietary feeding study
on Poly(oxy-1,2-ethanediyl), alpha-methyl-omega-[3-[1,3,3,3-tetra-methyl-1-[trimethylsilyl)oxy]di-
siloxanyllpropyl]- (SILWET L-77®, CASRN 27306-78-1), a surfactant. OSi received this
information on August 11, 1993. The information is contained in the attachments and is
summarized below.

The study was conducted in Fischer 344 rats with five groups of animals each fed a diet
containing O (control), 1000, 8000, 15,000 and 20,000 ppm of SILWET L-77. These levels in the
diet resulted in doses for males of 0 and approximately 100, 700, 1300 and 1600 mg/kg/day; and
females of 0 and approximately 100, 800, 1400 and 1800 mg/kg/day (see Attachment 2, pages
1 and 2).

The preliminary unaudited findings from the study suggest that SILWET L-77 exerts an effect on
Fischer 344 rats at high doses. These findings which will require further consideration are as
follows: e

1. Hematology (Attachment 1, Pages 1-4)

a) Dosage-related decrease in platelet count at 8000, 15000 and 20000 ppm
but not at 1000 ppm.

b) Dosage-related decrease in reticulocyte count at 8000 ppm and above.

2. Clinical Chemistry (Attachment 1, Pages 5-8)

a) Increased urea nitrogen at 15000 and 20000 ppm.
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Attn: TSCA 8(e) Coordinator Page 2

b) Decreased serum alkaline phosphatase activity at 8000 ppm and above,
with a more variable decrease in aspartate and alanine aminotrans-ferase
activities. ‘ '

3. Urine Chemistry (Attachment 1, Pages 9-10)

a) Increase N-acetyl-p-D-glucosaminidase activity at 8000 ppm and above in

male rats.

4. Organ Weights (Attachment 1, Pages 15-18)

a) Increased liver weight, dosage-related, and éxpressed as either absolute
or relative (to body and brain weight) statistically significant at 8000 ppm
and above.

b) Dosage-related decrease in spleen weight, absolute and relative, in

females at 8000 ppm and above.

c) Decreased testicular weight (absolute and relative) at 8000 ppm and
above.

d) Decreased ovary weight (absolute and relative) at 8000 ppm and above.

e) Increased thyroid gland weight (absolute and relative) in males and

females at 15000 and 20000 ppm.

Clarification of the pathophysiological significance, if any, of the above summarized hematology,
clinical chemistry, and urine chemistry findings must await completion of other aspects of the
study, notably histology. However, in view of the clear dosage-related decreases in testicular and
ovarian weight, processing of these tissues from the high and control groups and a preliminary
histological assessment was conducted. The tissues examined included the heart, liver, spleen
and reproductive tissues from the control and high dose animals.

The histological assessment indicated an apparent uncoupling of spermiogenesis and dissociation
of the primary and secondary spermatocytes in the seminiferous tubules of the testes in the high
dose group rats with a reduction of mature spermatids in the epididymides. In addition, large
numbers of spermatocytes were also present in the epididymal tubules of some high dose group
rats whereas there were practically none found in the control rats.

The histological assessment also indicated that in the female rats, the high dose group showed
fewer corpora lutea in the ovaries, and that these often had a number of vacuoles in the cyto-
plasm of the luteal cells. The control female rats had a greater number of corpora lutea, without
evidence of the vacuoles. The uteri of the high dose group females seemed to be small and
uniformly inactive, whereas the uteri of the control females seemed to have a variety of cyclic
changes typical of regularly cycling mature female rats.



Attn: TSCA 8(e) Coordinator Page 3
A complete evaluation of the relevance of these preliminary unaudited findings must await
completion of the study.

While no assertion of confidentiality is made, the Agency is advised that the publication rights to
this information are the property of OSi.

A full copy of this report will be sent to the Agency promptly after it issues.

Please contact the undersigned with questions, if any, at 304-652-3211 (ext. 223).

CL. 7l

C.R. Thrash
Product Safety Manager

/ow
Attachments
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UNELON CARBIDE CHEMICALS AND PILASTICS COMPANY INC. .
Product Safety/Regulatory Services 777 014 Saw Mill River Road
Specialty Chemicals Division Tarrytown, New York 10591-6799
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LOCATTON:  Sigdera

TELEPHONE: 3¢ QF'_~4°E;£9“. E '
NOTE: - ' ‘ o - lfi?? Fo

E él'l

THIS DOCUMENT IS FROM: ( /
NAME: J.J. Behen

LOCATION: _Tarrytown = Silicones Building

TELEPHONE: 914-789-2103 §-430-21031

WE ARE 'IIRANSKITIING __;_:3_ PAGES INCLUDING THIS COVER LEITER.

IF THERE ARE PI.PASE CONTACT:

HAME: sandva Lee Morris

TELEPHONE: 914-789-2185 (Intermal Ext., 8-430-2185)

TO SEND A FACSIMILE TO THE PRODUCT SAFETY AND REGULATORY GROUP
USE THE FOLLOWING .

NAME : Ms Sandra Lee Morrig -

TELECHONE:  914-789-2282 (Internal Ext, 8-430-2282)
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DRAFT

m'mn—w": FOURTADN-DAY DIEPARY STUDY
IR FISCHER 344 RASS
SOMARY OF ERMATOLOCY

WEEX 2
MAZRS

GROUP: ¥IX ] 1000 8000 15000 20000
ERYTIROCYTES (10°/31)

woxar 864 s.71 8.56 8.68 8.52

$.D. 0.246 0.296 0.322 0.249 0.26%

® 10 10 10 10 10
EEWOGLOBIN (9/&1) ,

WEAN 15.9 16.9 16.6 16.6 16.4

$.D. 0.30 0.45 0.50 0.46 0.52

= 10 19 10 10 10
" EAMATOCATT (%)

MEAR &7.4 47.8 46.9 47.0 46.4

s.D. 1.10 148 1.8 1.49. 1.37

) 10 10 18 10 10
MEAN CORPUSCITAR VOLUMB (pxd) .

MERR 55, £S. s3. S4.ve ss.

s.D. 0.5 0.8 0.6 0.5 0.5

B 10 16 10 6 10
HEAN CORPUSCULAR EEMOGLORIRN (Dg) ‘

MENS 19.6 19.4 9.4 19.1 19.3

S.D. 0.37 0.43 0.53 0.27 0.43

] 10 e 10 10 10
NEAN CORPUSCOLAR NEMOGLORTE CONCERTRATION (a/d41)

MY 35.6 35.3 15.3 35.4 5.3

s.D. 0.64 0.81 0.93 0.1 0.54

s 10 10 10 1t 10
prarmers (103/u1) ,

MEAN 720, 743. €81, 649,.%* 347

8.D. 4.1 47.9 §%.3 E3.4 58.5

5 10 10 10 10 3
sEuRoCYTES (10%/p1)

KEAM 7.8 6.7 6.5 7.8 €.9

s.n_ 0.89 0.8 1.09 1.04 0.6

= 1n 10 10 10 10
EEGMENTED NEUTROVKTLS (103/pl)

MEAN 0.96 0.91 g.50 6.89 0-92

8.D. 9.342 0.129 D.208 0.221 0.200

] 10 10 10 10 ig
LneRocyTes (103/u1) ’

NEAR 6.29 5.51 5.22 5.80 5.65

a.D. 0.3%4 0.848 c.918 0.887 0.561

] . 10 10 10 10 10
wsoceres (10%/31)

MEAN 0.22 0.21 0.22 0.20 0.2t

8.D. 0.091 0.114 0.117 0.062 0.036

N - 10 10 10 1 19

»+ significantly diffarent f£rom contrel graup (p < .0L)

.




08/28/93  14:15
HT.Td'CHP!E.( ‘L/F-oﬁ

914 788 2282

STLWET® SIMPACTANT L-777: FOREIERE-DAY DIZTARY STIRY

PSRS GROUP

DRAFT

1IN PISCEER 344 RATS
soeasy oFf XEMATOLOGY

@o03

wEER 2
HALES
GROCD: WYM 9 1000 8000 15000 20000
PASCORETLS (103/31) )
MEAR 0.03 0.03 0.02 0.03 0.03
8.D- 0.013 6.019 0.014 6.010 0.012
= 16 10 10 10 10
BOSIRGPETLS (103/p1)
MEAN 0.06 0.06 0.07 0.07 0.06
8.D. 0.01S 0.016 0.018 8.021 0.013
» 10 10 18 18 10
RETICULOCYEES (8 of RBECS)
WEAN 3.4 3.4 2.9 2.52 2,300
2.D. 0.40 0.52_ 0.45 0.37 6.28
Y 10 19 10 10 10
* 8% tly diffarent froe control groap (p < .05}

++ gignificantly different from comtrol grewp (p < -01)
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ATTAHAEN 1 3, p3
DRAFT

sxiame® SIEEACTANT 1-77™: POURTEES-DAY DINFARY STUDY
IN FTECEER 344 SATS
ERATIIOGY

FRAAARY O
wERx 2
m
GROUN: WK ] 1000 8000 15000 20000
ERYeERocYTES (10%/p1)
fre 8.65 8.65 8.80 8.57 $.78
s.D. 0.210 0.316 0.300 0.239 - 8.161
) 30 10 10 10 10
HENOGLOBIN (g/d1)
KEAR 17.4 17.4 17.5 17.2 17.2
$.D. 0.47 0.40 0.41 0.42 8.12
) 10 e 10 10 10
AMATOCEIT (%)
MEAN 48.1 48.1 48.5 47.8 4.0
5.D. 1.35 1.73 1.14 1.47 1.18
) 10 10 10 w0 10
MEAN CORPUSCULAR VOLUME (nmY)
MEAR 58, $6. s, 55.* S5
8.0. 0.7 0.7 c.9 0.6 0.8
) 10 10 10 10 10
MEAN CORPUSCOLAR NENOGLORIN (py) )
MEAN 20.1 20.1 19.8 15.9 19.5
3.D. 0.30 8.52 0.48 0.37 .38
w 10 i0 10 18 10
MIAN CORFUSCULAR EEMOGLORIE CONCERTRALSION (g/d1)
MEAR 26.2 36.3 36.0 25.3 3s.3
8.D. 0.6 0.96 0.62 9.81 0.94
¥ 10 10 10 19 10 .
PLATELETS (103/n1)
NEAN €99. 687. 623.+ se1. % S83. v+
8.5, 47.8 104.8 43.6 51.6 48.3
x bt 10 10 10 10
LETEneYrEs (103/u1)
KERN 7.2 6.5 6.7 6.3 7.2
s.n. 1.58 8.63 0.92 0.97 0.97
N 10 10 10 10 18
SEMMERTED EEUTROPEILS (103/k1)
WEAN 6.72 0.3 0.75 0.66 8.71
8. 0.1%9 0.108 0.111 o.128 0.100
x 10 10 T 10 18
LYNPROCYTES (107/51)
MEAN 6.22 5.50 - 5.70 5.41 6.22
8.D. 1.331 0.525 e.889 0.828 0.972
= , 10 0 10 10 10
womocyres (103/51)
BN . 6.18 0.17 0.15 0.17
8.D. 0.182 0.067 0.091 0.040 0.a54
b4 - 10 10 10 1 10

* gignificaptly diffevent from comtrol gremp (p < .05)
= Signiticmatly Alfferant frvm ooatrol group (p < .01)

Fen
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ATTAHMENT 1, bt

PSRS GROUP

DRAFT

sTIwEe® gmwArTART L-77T;

FOURTERN-DAY DISFARY STUNY

IE PISCHRER 344 BATS
SOMMARY OF EEMATOLOGY

@005

w=Ex 2
FEMALES
GROOP: FPM o 1000 8000 15000 20000
BASGPEILE (10%/p1)
HEAN 0.03 0.02 0.03 0.02 06.02
8.D. 0.011 0.008 0.010 ¢.008 0.010
= 10 10 10 1] b1+ ]
ESSTNOPEIZS (10%/p1)
KEAN 0.0S g.Cs 0.06 a.o7 0,06
a.Db. 0.013 9.013 0.01% G.014 p.o2r
b § 10 pi+} 10 10 10
RETICIOOCYERS (% of RBCs)
MBAN 2.2 2.1 1.9* 1.8% 1,.9%x
8.D. 0.23 0.27 0.38 ¢.30 0.19
w 10 1 10 10 10
* giguificantly differsnt frox comiral grokp (p < -05)
=s gignificant)ly difdgrene from cemtrol group (p < .01)
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ATTACMENT 4, p-3

suwer® FURFACINRT -T7":

PSRS GROUP

DRAFT

I FISCRER 344 RATS
SUMMARY OF CLINICAL
WEER 2

CROUP: FIM ;) 1068 8000 15000 © 20000
GLICOSE (g/1) ‘ ;
MEAN /1 1.16 1-15 1.18 1.10 ¢ 1.18
8.D. 6.114 0.142 0.147 0.086 0.128
X 10 1o 10 10 10
TREA (mg/1) 5
MEAR 1s2. 149. 160. 179.%% 194. v
4.D. 12.9 13.2 22.¢6 19.8 8.7
X 10 10 10 10 pi.}
CREATTINIEE (mg/1)
MEAN £. 6. fe 6. 6.
8.D. 1.1 1.2 0.8 0.6 0.7
H 10 10 10 b T Iy 10
TOTAL FRITEIN (g/1})
MEAK 62. 62, 61. 61. 60.
8.D. 2.4 1.8 2.7 2.3 2.9
E ' 10 10 10 10 10
TOTAL BILIRORIM, ( ) | )
NN 19/11. 1. 1. 1. 1.
5.0« 0.0 0.0 0.0 0.0 2.0
] 10 10 10 10 10
DIRECT SILIRUSIN (wg/1)
KEAN 1. 1. 1. 1. 1.
[- - 0.a g.9 g.0 0.0 0.0
] 10 10 19 8 4]
TEDINECT BILIRUBIR (mg/L)
MEAN 6. 0. 0. 0. 0.
8.D. 0.0 0.a 0.0 0.0 . 0.0
- § 14 10 10 10 10
CALCTITM ¢ ) :
NEAR s/ . 101. 102. 03, 100,
5.D. 3.1 2.9 2.1 2,9 . 2.4
- | 10 10 10 10 . 10
IRORGANIC PROSPHORDS (mg/l) :
MEAN ,"s. 4. 83. 78,0 T7. %%
S.D. 9.5 7-7 5.7 5.5 : 4.9
X 10 19 10 10 . 10
SODIUM (wmal/l) :
146. 1487. - 147, 1487, 147.
3.D. 2.0 2.4 1.5 2.1 1.9
| 10 10 10 10 10
POTASSITUN (amol/L) .
KEAN 5.4 §.2 4,9 4.7 4.80*
8.0. g.62 0.5 9.28% 0.29 . g.30
» - 10 19 i 1w 16
CHLORIDE {mmol/l :
t ) 111. 112. 112, 3. na.
s.D. 1.2 1.3 1.7 1.6 1.6
- e ic 10 10 10 10
ASPARTATE ANTEDTRAEEFERASE (I0/1) :
HEAR 77. £9. 66. 1% 61.%
8.D. 17.2 12.9 9.4 3.7 6.8
b | 20 10 10 0 10
ALAMINS AMINOTRARSFERASE (IU/1) :
NEAN 34. - a5.%% FL A o 29, %%
5.D. 5.3 5.2 2.0 4.0 2.8
" 10 10 10 19, 10

* gigaificantly different frem comirol group (p < .03)
ot Significantly diffetemt from &emtrel greap (p < .01)

@oos
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ATTACHHENT 1, F b

DRAFT

STwpr® SURYACIART 1-77: POURSERM-DAY DIECARY STUDY

WEEK 2
aLEs :
GROUP: FPM 0 1000 8000 15000 . 20000
Y-GLUTANYSL TRAMSFERASE (1U/1) _
HOE ' 4. 4. 1. §.2t
8.D. 0.5 0.5 a.§ a.8 0.8
n 10 10 10 16 10
CPITATINE XINMASE (IU/1) :
NEAN 342, 297. 84, 153, 203.
8.0 261.8 348.3 307.7 65.4 242.2
-] 19 10 10 10 10
TACTATE TREYDROGEMASE (IU/1) :
KEAN 266, 153,* 170. 153. 159.
a.D. 145.9 73.9 s1.8 3.0 73.9
] 10 10 ‘10 10 10
SORBTMOL DESIDROGERASE (IU/1)
MEAR 8. 8. E. 9., 16.
£.D. 2.4 3.5 0.9 1.3° 1.5
" 10 10 10 10 10
ALALINE PROSPEATASE (IU/1) o
MEAN 224. 7. 17C. = 149.%% 134.¢%
s.p. 10.8 18.1 1.2 7.3 9.6
) 10 10 10 10° 10

* Significantly differsnt from eomiIol grodap (p < .CS)
=+ gignificantly diffsrent fivm castrol group {p < .0)
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HTACAMENT T, pr !

DRAFT

sz ® SURIACTANT 1~77T™: +ORCEEN-DAY DISTARY ¥TUDY
IN PISCHER 344 RATS :

2
POALRS
GADUR: ¥ 0 1060 2000 15000: 20600
GLCogR (g/1) ’ f
MEAN 0.92 0.9% 1.00 1.10%e 1.08*
8.0. 0.130 0.184 c.083 0.098: 4.079
" 7 10 10 i s
UREA EITROGEN (/1) :
B - 161. 15¢. 174.. 188, av
5.D. 8.3 12.3 12.1 12.1 11.3
] 7 . 10 10, 3
‘ {mg/1) ;
MEAN 6. 6. 6. 6. 5.
2.0, 0.5 0.7 e.$ . 0.7 0.5
x 7 10 .10 10 9
TOTAL FROTRIN (§/1) :
HEAN . ss. 59. 0. 60.
8.0, 1.7 2.1 1.8 1.8 1.5
R 7 10 10 10 9
TOTAL BILIRUBTN (2g/1) . i
WAN 1. 1. 1. 1. 1.
$.D. 9.0 0.0 0.0 6.3 0.0
b 7 io i0 10 9
DIRBECYT BILIEUBIR (26/1) :
WEAN 1. 1. 1. 1. 1.
S.D. 0.0 g.0 0.0 0.3: c.0
N 7 10 10 10 9
INEDTENCT BILIKDEIR (mg/1) .
MEAN Q. 0. Q. 0. 9.
8.D. 0.0 c.0 0.0 0.0. 0-0
4 7 10 10 10: 9
CAICITM (mg/L) :
NENKS 1nn. 101. 100. 10%. 12,
s.B. 2.5 1.1 1.1 2.0 i.8
) 7 10 10 pt-) 9
THORGANIC PERSFHDRNS (24/1) .
NEAY 85. 66.* 82,7 8,0 Bl .2*
£.D. - 11.2 4.5 6.4 s.0 10.8
b1 7 10 10 10 9
SODTON (ool/l)
AN 148. 14S. . 146.* 146. 146.*
s.n. 1.1 1.8 1.2 1.8 1.4
-] . 7 10 w 10 9
POTASSTIM (macl/1) '
MEAN 5.7 5.3 5.2 5.§: 5.3
3.0 0.82 0.8 0. 44 0.48; 0.33
-] - 7 10 10 10’ 9
CELORTDS (mol/1) :
NEAR 114. 113, 114. 118, 115
8.D. 1.5 1.2 1.6 2.7 1.7
X 7 10 10 10! 9
ASPARTATE MGIOTRANEPERASE (I0/1)
MEAN 4. 74. 7. 67, §0.
8.D. 9.7 17.2 17.2 1.8 12.4
x ? 10 10 10, ]
ALANTNR AMDXPTRANSFERASE (Ii1/1) .
MRAN 7. 3. 28. 20 27.
$.D. 5.8 12.7 2.4 L5 2.0
] 7 10 10 16 9

* gSiguificanely diffarent fzom ocntIiol gxoop (P < .05)
*+ Significancly diffsrent from coutrel group (p < .0L)
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ATTAHMENT 1, pr o

PSRS GROLP

DRAFT

@oog

- ¥3
TRMALES
GROUP: PPM Q 1000 8000 15000 ; 20000
Y~CLUTANYL TRANSFERASE (IT/1) :
KERE 6. S. 6. 8, g.v=
S.b. 1.8 1.6 1.7 1.3 1.7
h 7 "10 10 10 9
CREATINE XITHAGE (IU/1) .
WBAN 386. 374. 463. 338." 233.
$.D. 230.1 330.2 514.1 228.4 20%.3
| 4 7 ip 18 10 9
LACTATE DENYIROGEMASE (IU/1) :
HEAN 2s0. 270. 235, 188, 267+
8.0, 48.9 8l.1l 7’-7 “-0 5.4
x 7 1c 10 10 | ]
SONBITOL DERYIROGENASE (IU/1) -
MEAN 10. 1. 9. . 8.
5.D. 2.4 5.0 1.2 1.6 1.3
B 7 10 0 10 9
ALKALINE FEDEFHATASE (TU/1) o
MEAN 182. 169. 131, %= 111, = 104.%*
$.0D. 18.4 8.5 12.6 8.1 g0
= 7 p Y] 190 1t [ ]

= gignificantly differsnt from cogtrol group (p < .05)
» gigpificgutly different from comtral greap {p < .01)
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ATTACHARNT 1, P i

|
PSRS GROUP

DRAFT

suwer® STREACTART L~T7™

wRex 2
. .
GROUP: PPM [ 1000 ga60 15009 20000
URITME TOTAL FROTEIN (g/1)
WEAM - 4.47 4.22 4.52 422 4.08
S.D. C.551 - 0.689 0.798 0.468 0.495
| 10 10 10 10 10
TRINE CNEATININE (mg/1)
973. 852.¢ 882. 723, ¢ 658, v
8.0, 964 147.6 94.4 1s.1 82.0
H 10 10 10 e 10
| F-ACETYL~B~D-GLUCOSAMIMIDASE (I0/L)
NN 8.08 7.62 9.88¢ 1101w 11.34%=
8.0, 09.718 1.267 ...1.408 2.276 1.769
] 10 10 16 Y] 10

* Significantly differest from control group (p < .05)
** gignificantly differsnt from contral greap (P < .01)

@doi1o0
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ATTACHIEN © > [+ 1

PSRS GROUP

DRAFT

STILWET® SULFRCTANT L-77": FOURTEEN-DAY DIETAEY STUDY

@o11

WEEK 2
FEOLRS
GROUP: PPM ] 1000 8000 15000 20000
THINE TOTAL FROTEIN (g/1)
MEAE 2.36 2.8 2.88 3.10 3.22
8.D. 0.502 0.50% 0.392 6.558 0.347
" 10 » 10 10 10
TRIKE CREATININE (/1)
WA 898, 802. m. 788. 2¢6.
8.9, 1538 122 6 B2.9 101.8 75.3
S 10 10 18 10 10
H-ACETYL~B-D-GLUCREAMINIDASE {IU/L)
MEAR £.78 .43 6.48 6.91 7.01
8.D. .29 1.505 0.782 1.333 1.119
k' 10 10 18 b1 0

Xcne gignificantly dlffarent from coutrol gromp

W
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DRAFT

sTnaee® suRFACTANT 1-TT™: TOUKTEEN-DAY DIRSARY STUDY
IN FISCHER 244 RATS
SIMORY OF URINALTIIS

e 2
XALEES
CROUP: PPM 0 1000 _8000 15000 20000
TOTAL VOLUME (ml)
EAN 7.3 $.3 7.2 8.6 8.8*
8.D. 1.28 2.70 .2 2.80 1.14
N 10 10 7] 10 10
SPECIFIC GRAVITY
MEAN 1.058 1.052 1.086 1.055 1.091
§.D. 0.0084 0.0078 0.00&0 0.008% 0.0082
" 10 10 10 10 10
wm 7.0 7.4 7.1 7.0 6.8
8.0 0.08 e.3 0.77 0.2¢ 0.28
] 10 10 10 10 19
FROTRIN (mg/41)
30 ] 4 0 2 4
140 10 [ 3 10 8 6
GLUCOSE (mg/dl) ’
FEGATIVE 10 10 10 10 10
KETONES (mg/é1)
WRGATTIVE 3 (] 9 9 10
TRACE 7 5 1 1 0
BILIRUBIN
REGATIVE 4 € 7 9 10
SHALL § 4 3 1 0
OCCULT - BLOGD
FEGATIVE 10 10 10 10 9
TRACE L) v} 0 [} 1
UROBILINOGEN (ERELICE URITS/AL)
0.2 9 30 10 10 10
1.0 1 0 [ [ c
COLOR
YTELLOW 10 10 10 10 10
TUKRIDITY
SL crouoY 10 s 4 7 7
D CLOUDY ] 1 6 2 3
VERY CLOUDY 0 0 ] 1 0

. ligait&cl;ﬂydmzmmm&w ® < 0%
Stazistics DRrformed ot tOtAl volnms, specific gravity and pit caly.

o
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RTTAHMEN (2, P 1
DRAFT

STNEr® SEYACTART I~77" 1 DIESARY STTUDY
IN FISCEER 344 EATS
SHeGRY 4r URINALYSIS
WEEX 2
MALRS
GROUP: FPM 0 1000 $000 15000 20000
cRrLe (CELLE/REF)
HEC
HOHE 10 1a 10 10 10
wBC
HOuE 10 10 1o 10 10
e
oue 10 3 1 10 10
<5 Q 1 [} 1] 1]
CRYETALS (NUMBER/ZET)
TRIFLE PROSPEATE
e 2 2 2 P 1
YEW 8 -] 8 [ 9
CALCIUM CYALATE .
e 10 10 10 10 10
TURIC ACSID
ST 18 10 10 10 10
AMCEPHOUS PEOSPEATRE
NS 5 3 3 3 5
7EW £ 7 7 7 Il
MIDERATE 1 0 0 a 1
NTSCETTANECUE
NOER L1 ? ] 7 9
RN 5 3 2 3 1
CASTS (WINEER/HYT)
HoNE 10 19 18 10 10
BACTERTA (SIGER/HDT)
BONE 10 10 10 10 10
DEERIS (NOMRER/NPT).
b+ : 9 1w 6 & 1
HOOERATE 1 0 4 s 9
MAXY 0 0 8 1 0

Neme zigmificantly diffarsnt fréa control group
Statistics perforsed oz total volume, specific gravity and pH ¢aly.
Ruber/ERY = Busber/High Fowar Pield.
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914 789 2282

sTwEr® SuRmACTARS 1-77:  FOURTERM-DAY DIFTAXY STUDT

|
PSRS GROUP

DRAFT

IN FISCKER 344 RATS
URTEALYSIS

do14

STRAXY OF
2
rRALRS
GROUP: PPN 1] 1000 000 18000 20000
TOTAL VOLTME (ml} :
MEAR 5.7 6.2 5.9 5.2 5.4
8.D. 0.94 : 1.49 .30 1.7 0.97
3 ie : 10 ic 10 10
EFBCITIC GRAVITY
1.082 1.058 1.060 1.066 1.068
3.D. 0.0079 0.0063 0.0078 0.0078 0.0086
x 10 10 10 10 10
p‘w 5.9 7.0 7.1 6.8 6.7
8.D. 0.28 .00 0.8 0.24 0.2
n 10 10 10 10 10
FPROTIIN (mg/dl)
30 7 10 10 8 10
100 3 ] Q 2 0
CIROSE (mg/al) - ’
WEGATIVE 10 10 10 1 10
KETOQNRS (=g/d1)
HBCATIVE € } / 10 pd. ] 9
TRACT & 1 0 [+ b3
BYLYRTETN *
HEGATIVE 5 5 4 3 2
SMALL 1 5 6 7 8
GACULT BLOOD
EEGATIVE 10 ’ i 10 10
TRACE [+ 1 o 0 o
TRORILINOGEN (ENHLICE UNITS/4l)
0.2 7 7 9 10 $
1.0 3 3 3 0 1
COLOR
TELLOW 10 9 10 10 10
TUHRIDITY
CLEAR 0 o 0 ] 1
& Crouny 10 9 10 10 4
WD CLOTDY Q b ¥ L] (] 1

Hone signiﬂcuﬂy diffgrant Zrom comirol group
Seatiseics parformed on total volomm, specific gravity and pE only.

.




08/28/93 14:19 To14 789 2282 PSRS GROUP @dois
RTTHUAENT 1, lb 1%
DRAFT

SIZXET® SURPACIART L=T7": FOURTEEN-DAY DINFARY £TUDY
IN FISCHER 344 RATS
SINEARY Of URIEALYSTS

WREX 2
rEEs
GhOOPR: PPYM '] 1000 8000 15000 20000
CELLS (CELLE/RPY)
e )
BoNE 18 10 10 18 10
wee ‘
HOMR 10 p1:g b1 10 10
e
‘ ] 10 10 10 10 io
NS 5 3 ¢ 5 2
rew 5 7 6 5 ]
CALCTUM CIALATE
HONE 10 10 ig 10 19
TRIC ACID
ORE 10 10 10 10 10
AMORFROUE FEOSPHATR
BONE 2 3 ] -1 ]
FER 4 7 S [ 4 2
MODERATE 2 0 0 o
MISCELLANEOUS
CASTS (SUMEER/EDF)
ne= 10 pi-] 10 16 10
BACTERIA (KUMEER/NZY)
BWONE 10 e 10 i0 16
DEERIS (NUMESR/HPYF)
HONE -] 1l ¢ 14 [+]
FEW 10 L 10 10 ic

Sone siguificantly different from Ccoatrel greup
Statistics performed oo total wolgma, specific gravity and pE only.
Nuzber/HPT & Mmber/ High Powsr Fiald.
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SIIWR? L~T7®.

PSRS GROLUP

DRAFT

m-mmmn
STOALT G OACAN WRTWYS AS &
AMDMELG SACRTPYLIHD

STUDY It FISCEER 244 Rxrs
O FOOL SO0 WRICEY

A? WEex
MALES
CEBOmP: PPN /] 1800 8080 isgcoo 20000
LIVER
31.15% 3.215 3,519 3.586ee 4,341
§.D. d.1122 8.a758 0.114L 0.1678 c.1992
x <] 18 io 18 1n
] 1w
- -4 9.759 a.789 0.328 0.861r 3.278%
§.D. 80198 0.014% B.c3ge 0.0242 0.032¢
] ic 1n 9 19 g
ERine
¥PAR 9.418 g.389 g.388* a.399 0.39%
.0, g.ga2%a 0.0I6% t.0a1 0.0272 8.021a
* 18 ie 10 10 1
SPLEXM
g.341 0.239 0.342 0.253 O.24%
8.0, 3.0148 0.0164 9.0137 0.0137 8.813¢8
] ig ¢ 10 10 1a
KERATE
HRRE 1.043 1.029 1.397 1.121w 1.135*
8.3. a.0%87 a.0ee2 0.11:1 a.077s g.0
- § 1c 1 12 la 10
AUNRIAL G&
T MERN 49.033 g.021 0.022 0.023 0.023
$.5. G.0027 0.0031 2.0020 ¢.4009 0.ccas
g b1 10 9 10 ig
TESTES
Iz 1.342 1.31% 3.093= 0.8580+ 0.8324
£.D. 0.153% 11074 . a.30%0 8.2631
X 12 16 b3)] 1a 1D
THYROYD GL
MEER 8. 806 0.0Us 3.205 G.008> [-N-3-1 E 2
8.0. 0.00a7 gs.603L 0.001% a.colg 0.0621
" 10 L] 0 13 10

* Significactly diffezenk from costrzel grogp &< .03)
** fignificamtly diffacect fiom control greup (p < .0%)

@o1s
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PSRS GROLP

DRAFT

sTtaeT 779 SOURTERN-OAY DIRPAKY STYUDY IN PISCHER 144 RATS

MALES
coe: PR a3 000 86800 15000 mgee
FIFAL 3CUY RETCSY
EEW 16L.0 1£8.7 153.7 T 148.4* 143,302
8.D. 12.30 15.02 18.40 1i.63 +20
-4 I3 10 10 Y. ¢ e
LIVER
MEAX s.089 5.327 5.355% 3908+ §.222%+
5.8. 6.527¢% Q0.5194 6.8 0.3%23 0.
N 1 1¢ i 1a 10
ETOREIS
NERE 1.286 1.206 1.366 1.277 1.258
s.D. 0.1018 0.1185 0.1576 0.0935 8.0703
I3 1a it 10 A0 1a
pr- L
MNERS G.6T0 Q.543 0.555% 0.590%e 3.586
s.B. g.a C.3439 g.0E82 G.0a8S 0.047%
4 18 18 b1 1w 14
SPLERN
NEAN g.af7 0.394 a.378 0.378 0.352
8.0 7.0268 9.0438 0.0824 8.038x 0.0294
5 0 1) 13 10 10
ERALN
HEAN 1.674 1.692 1.6%4 L.G56 1.6827
S.D. 0.0s2L 0.0368 8.0573 0.9%19 .g850
X 1 10 ic 10 1g
ALREMAL GL .
WEAN 3.03% a.038 g.02¢ a.n3e 0.033
§.0. 0.8028 0.0032 02.904S 2.0026 g.
- 4 1 i0 pA.} . 10 1o
fu = o - 1
=Y 2.179 2.189 1.706¢ L3477 l.259%
S.2. 0.3236 ¢.34%0 8.5835 0.4883 0.40sT
» 1 in e ig 1
TEROTS QL
a,pos 0.010 9.acs J.013%* g.a1ow
s.D. 8.¢R13 0.0022 g.6u29 0.Q01§ 0.0e31
4 10 9 10 10 10

* Significantly different from cmisgl groug (p < .0%)
== Siguificaprly diffaxent from comtrol greup (P < .01)

-
°
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grrtnrent 4, pl7

PSRS GROUP

DBAFT

sTOeRY L-777: FOUXTEXN-CAY DIRYERY STUDY YR FISCEEN 344 mars
mwmmutamm
ANTIOLS SACRIFICED AT WERX 2

WALEE
GRPy K [} 1800 $aac Leqgon 20000
LIVER - :
MEAN 363.594 I14.442 329340 358,923 393.135%
§.0. a9.4241 242874 288800 25.2899 27.3047
N 13 1w i 1 0
KIUNEYS
AN 76.738 7r.12 75.0189 77.069 77.373
8.9, €.650% £.8440 §.9182 4.22%0 3.9377
N b1} b1} 14 10 1
EEawt
MEAR 40.014 IT.H5 35.207 15.667= 34.8a4rx
E.D. 4.0658 1.956% J.18%3 Z.3249 2.730%
'} 10 b1 ] 10 . ] 4]
L
MERN 23.140 3.269 22.13% 33.67¢ 21,609
8.0, 1.5174 2.5537 1.1 2,1704 1.2012
b 10 1 10 10 18
ATRYIAY, SL
MEAN 2.098 2.00¢ 2.036 2.059 1.999
1.B. 0.1678 0.2322 G.2833 0,153 0.0870
-4 13 -4 ig 10 10
TESTES
MEAN 129,694 129.1%4 101.059* 814035 17.853e=
s, i7.3773 18,7984 33.781% 29.638Q 23.2359
H 1z hie] 1o a 1a
TEYRAID Gh
b 6.550 8.61L 0467 0.737%* 07562+
a.n. 0.0728 0.1296 0.1£00 0.0978 a.1818
.4 9 L] 0 e 10

* Significasely different from coseral qoap (p < .059)
= Signifiesnely differexk from contrel group (p < .0OL)

@o1s
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przacumat 4, b 1%

spur 3-77%, mmmnm:uma
SIBGLY OF QREAN WEYCETE (GRAMS)
AATNMALS FACRIFICED AT WERK 2

PSRS GROUP

DBRAFT

FEMALES
GEOUIR: M -] 1000 2000 15000 20000
FINAL XOT =tTCET
MEAN 7.6 118.7 - 123.8 - 114.1 112.1e
8.0, 7.50 S.84 5.56 3.5 5.04
) 4 3 18 10 ic 10
LIvZR
NERR 3.636 3.7%7 1.5602 4.385+w 4.580ne
.0, a37IL d.3poL e.2007 9.1862 0.3702
3 p-4 o 19 10 e
MTAR 1.026 1.827 0.93s G.088 0.965
2.0, g.08%9 Q.0874& 0.09§8 G.02%8 0.0824
-1 1 10 18 10 i9
TEARE
WA 0.4232 g. 518 J.483 0.453 0.484
3.0, 0.0230 0.0452 0.0423 0.327¢ 2.045L
X 1n 10 ig 1.4 10
StLEEy
NEAN 2.31§5 3,318 Q.277e Q. 278k 0.272%
8.2. a.0297 ¢.q279 a.9347 ¢.0217 8-0230
'y in 18 g a i
TEATH
KN L.600 1.607 1.593 1.571 1.5488
8.D. 0.0844 C.0356 0.0434 0.0473 0.0429
N 10 A e 1 10
ADRTMAL GL
MEAS 2_ga 0.042 0.839 a.0%8xe d.03§>
3.0. 9-0020 8.0027 0.06020 0.6038 0.0022
-} e 10 I 10 16
OVARTES
NEAR 4.070 0.069 Q.0NEt 0.053 G.O§3r>
3.0, c.a072 9.0170 ¢.012¢ Q.0096 0.0072
" 10 n 1a i 10
THYROID GL
MR ¢.607 0.0os oc.oas ¢.q09*~ 0.010%=
s.0. 0.0012 +00lS 8.001s . 0.0023
4 0 o 18 10

= Sigeirissmrly diffecent £2et camerol gmocp (p < .05)
=+ Significaxtly diffeyest from camesel gronm (p < .01)

@o1g
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AL 3, 1T DRAFT

STLERY T~77%: FOURAKES-DAY CISTANY STORL TN PISCEXR 344 RAZS

ar 2
FEMALES

GRCKIP: VI -] 1600 goga 15000 20000
IIVER

HEAN 3.090 .17 T 3.8 e " 3.820% &£.19240

s.D. a.1977 0.1397 0.183¢ 0.1%08 8.2208

1 13 pe. | 1 p1. | 0
EITmEYS

AT e.874 0.459 a.873 0.866 S.861

8.D. a.0573 ¢.0322 0.0259 G.Ga4L 0.0258

x 0 10 10 10 b7}
KEAge

[roryy 8.412 4.433 0.418 8.398 g.43L

s.D. 0.0221 ¢.0221 a.088 8.02¢2 2.0331

|4 0 ia 1a 10 1
Sree

NEAN 0.387 0.264 0.248= 0.2410» 0.242%+

5-B. 0.0281 0.013¢ 0.0234 0.0147 0.0121

" 10 10 ig b1} 10
AN

MEAN 1.364 1.345 1.415% 1.378 L.aa0

$.0. 0.0593 G.0458 6.08557 0.0342 g.0342

) 0 18 10 10 10
APREEAT &

MERN 0.038 g.03& 0.03¢ 0.03La% g.032¢

$.D. a.9037 0.002L 8.0023 0.3032 G.on19

") 10 i0 19 10 w0

=™ 6.059 g.o=7 0.050% 0. 044> " B.04E

S.0. 0.0047 0.1020 0.50s3 0.coas 0.0o048

") in 1z ia 10 13
*EYRO GL .

HEAN 4.008 0.907 0.008 a.noaer 0.0pgew

LE-N " a.000w Q.a012 0.0014 g.goLy 2.0019

2 9 14 i 10 10

*  Signi{ficansy Giffarmnt “roz comtzal grogp (p < .45}
ﬂstmﬂmgmﬂmmm{p<.m)

@o29
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: dfl;TﬁfHMENT 1, ,26

SIINET L-77%: FONTERW-OAY CIETARY STUDY IN FISCHS 344 mazs

PSRS GROUP

DRAFT

SMOGRY Op CEGAN WITLIEFFS AS § &F ERATN @ERTaET
AETMALS

SACKIXICED AT WEEXK 3

@o21

FEMALES
GEDCRy B0 a 1000 8008 15000 20004
LIVER
M 227.033 233.571 248.150we 2I7.841% 296,906+
3.0. 158.6995 14.519¢C 7.9167 14.23497 19,6376
.4 P 10 10 12 ia
KIS
40 ¢ §8.139 63.894 BL.T6& §2.892 61.540
S.0. 44969 2.7T229 2.6992 2.0897 2.3100
K 10 18 18 14 is
BRART
MEAN 30.18% 2.7 29.029 28.969 30.828
$.8. 1.8378 2.302 2.0723 1.9707 2.3320
1 pa.] 1 1a X 0
SPLIRN
M 19.55% 19.688 17,3248 i7.agane 17.297%e
5.D. 2,838 1.387% l.aseq 1.4171 1.0430¢
g io pis] 0 18 19
ADERAL &L
MEAN 4.554 2.807 2.433 2.239" 2.2TTer
§.0. 0.1728 0.1448 0.189C 3.208% C.x311
- 4 ig 149 in 10 1Q
OVALIES
=y 4.1 £.357 3,507 1.381rr 3,275+
§.D. a.317L 0.982C a.1103 0.6587 0.3778
. 4 0 i3 10 1a 14
THVRSID &L
oy Q-455 9.503 0.540 - 05294 a.030
-2 q.0653 G.0s%9 G.0848 G.l1n a-128%
b4 9 10 ia 10 b |

® Significastly diffarumt fIom
** Significanily differant from

crrol gToup (P < .0%)
coptral grogp {f < .01}
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» 08716793 11:08 Q412 T3I3 4304 BUSHY KUN RS

ATTAhHET ,Z) PL

~o= PORD LKULLY Ve

ESHC Report 9301237

DRAFT

SILWET® SURTACTANT L~77™: FOUNTEER-DAY DIETARY STUDY
IN PTSCHER. 344 RATS

SUMMRARY OF TEST SUBSTANCE CONSUMPRION (MG/KG/DAY)

MALES
GHOUR: F2K L) 1000 - 800e - 15000 20000
DAY 0 T0 2
MEAN 105.6 721.8 1151.8 1174.9
§.D. 6.26 66.73 96.69 188.34
b 4 g iag 14 i
DAY 2 70 4
MEAR 102.1 752.0 1352.4 1690.6
8.0. 4.99 63.87 78.17 163.60
L 18 10 10 is
DAY 4 TO 7
MEAN 95.8 723.7 1328.9 1739.4
S.0. 4.53 41.71 55.38 195.29
N 10 ip 10 15
DAY 7 70 10 )
HEAR : 91.3 660.9 1233.0 1648.4
g.n. 5.56 2.5¢ 48.30 116.18
X ig is 1q 15
DAY 10 70 14
HEAN 94.§ 674.7 1243.4 1519.5
8.0, 21.06 33.57 47.28 116.3
X ig 10 10 i85
GBARD MEANM
HERN 97.9 70646 12642.3 1574.5
3.0, 5.84 37.71 79.96 227.593
4 L1 5 5 %

Datz not included for animals removed from food consusotion

07/20/93 vi.10
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«o14 789 2282 PSRS GROUP
AUFtLL rad 4OU4 BUSUY KUN KES

AtbAAHesT 2, PI—

DRAFT

»r FOKY LK

STHRT® gmmyacTAMT L-77™: SOURTEEN-DAY DIBERARY JTUDY

1IN PISCEER 344 MATS

SUMMARY OF TEST SUBSTANCE CONSUMDTION (MG/EG/DAY)

@ozs
(518 o gluus

HBRC Report $3G1237

FEMALES :
ROUF: PPN 0 1000 €400 15000 20060
DAY 0 1O 2
MEAN 102.2 734.7 1145.9 1509.4
s.o. 6.31 37.97 158.37 1145.81
N 10 1e 10 18
DAY 2 TO 4
MEAN 10d.1 789.1 1589.2 1927.1
8.D. %.69 87.51 297.04 173,50
N 19 ig 1 15
DAY 4 TOQ ?
HRAN Wl.l 758.0 1446.0 1963.3
3.0. 6.36 53.52 126.51 122.33
8 10 g 10 s
DAY 7 TQ 10
NEAK $7.3 732.0 1387.2 1502-4
s.D. 3.8 31.00 117,35 119.56
N 10 1Q 10 15
DAY 10 TG 1
ERAN 9L.4 7445 1256.0 1851.0
3.D. 4.67 58.54 70.55 106.81
w 1 10 10 15
GRAND MEAN
#EaN 8.4 751.6 1384.9 1850.7
2.D. £.59 23.28 160,83 140.73
¥ I s s 5

bata not included for animals removed ficm food coasumpeisa

a7/20/93 v2.1¢0
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